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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

2. Claims 1-3, 5-7, 23-24, 43-47, 51 & 55-60 rejected under 35 U.S.C. 102(b) as being 
anticipated by Cross et al. (US 5,935,159). 

For claim 1, Cross et al. discloses, an implantable lead comprising [(col 1, In 8-10) & 
(Fig 1, 10)]: a tubular lead body including an inner body surface with material defining an 
interior lumen extending through the tubular lead body such that the inner body surface and the 
material defining the interior lumen define a hollow between the inner body surface and the 
material defining the interior lumen (Fig 2, 10 & 100); at least one electrode disposed along the 
tubular lead body (Fig 1, 18 & 20); at least one conductor electrically coupled with the at least 
one electrode and disposed in the hollow (Fig 3, 104-1 10), and at least one filler disposed within 
the hollow such that the hollow is substantially filled (Fig 2 & 3, 102 & 190-196), the filler 
defining a plurality of recesses along a portion extending along the material defining the interior 
lumen (col 2, In 1-9 & 33-66). Note that the disclosed elongated lead body contains an outer 
insulative tube that defines an inner, cylindrically shape in which the disclosed core member 
extends through, providing the claimed inner body surface and material defining an interior 
lumen. The Examiner is interpreting the disclose core member within the outer insulative tube as 
the claimed inner body surface defining a hollow which a filler is disposed within (Fig 3, 100 & 
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102). Also note, the Examiner is interpreting the disclosed grooves of the core as being the 
claimed recesses (Fig 2, 102 «& 190-196). 

In regards to claim 2, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), wherein the plurality of recesses comprise include non occupied recesses, the non 
occupied recesses providing compression features [(col 2, In 33-51) & (Fig 2, 102, 190-196 & 
180-186)]. Note that the disclosed radially extending portions perform the same tasks as the 
claimed compression features (Fig 2, 180-186). 

In regards to claim 3, Cross et al. discloses, the implantable lead as recited in claim 2 
(Fig 1, 10), wherein the compression features include compression waves disposed on the inner 
perimeter of the one or more fillers [(col 2, In 33-51) & (Fig 2, 102 & 180-186)]. 

In regards to claim 5, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), further comprising a coiled conductor forming a lumen therein, the coiled conductor 
disposed within the lead body, and a coil conductor longitudinal axis is offset from a lead body 
longitudinal axis [(col 2, hi 52-66) & (Fig 3, 104-1 10)]. 

In regards to claim 6, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), wherein the one-or at least one filler is generally C-shaped (Fig 2, 102). 

In regards to claim 7, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), wherein the at least one filler is formed of silicone [(col 3, In 10-24) & (Fig 2, 102)]. 

In regards to claim 23, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), wherein at least a first and a second insulated cable conductor are disposed in the 
hollow distally between the first and second filler end [(col 2, In 33-66) & (Fig 3, 104-1 10)]. 
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In regards to claim 24, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), further comprising an active fixation assembly disposed at a distal end of the tubular 
lead body [(col 2, In 3-6) & (Fig 1, 14)]. 

In regards to claim 43, Cross et al. discloses, the implantable lead as recited in claim 1 
(Fig 1, 10), wherein the hollow comprises an tubular isolated lumen (col 2,ln 33-66). 

For claim 44, Cross et al. discloses, an apparatus, comprising: a lead body defining a lead 
lumen [(col 1, In 8-10) & (Fig 1, 10)]; an electrode coupled to the lead body (Fig 1, 18 & 20); a 
coiled conductor electrically coupled to the electrode and extending through the lead lumen (Fig 
3, 104-1 10); and a filler disposed in the lead lumen partially around the coiled conductor, the 
filler defining a plurality of recesses disposed along a portion of the filler adjacent the coiled 
conductor (Fig 2 & 3, 102, 190-196 & 104-110). 

In regards to claim 45, Cross et al. discloses, the apparatus of claim 44 (Fig 1, 10), 
wherein the filler includes silicone [(col 3, In 10-24) & (Fig 2, 102)]. 

In regards to claim 46, Cross et al. discloses, the apparatus of claim 44 (Fig 1, 10), 
wherein the filler comprises a C-shape (Fig 2, 102). 

In regards to claim 47, Cross et al. discloses, the apparatus of claim 44 (Fig 1, 10), 
wherein the lead body is biocompatible [(col 3, In 10-24) & (Fig 3, 100)]. Note that the 
disclosed materials of the outer tube, such as silicone rubber, is an example of a biocompatible 
material therefore providing the claimed biocompatible lead body (col 3, In 10-24). 

For claim 51, Cross et al. discloses, an apparatus, comprising: a lead body defining a lead 
lumen [(col 1, In 8-10) & (Fig 1, 10)]; an electrode coupled to the lead body (Fig 1, 18 & 20); a 
conductor electrically coupled to the electrode and extending through the lead lumen (Fig 3, 104- 
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110); and material defining an interior lumen extending through the lead lumen positioned by a 
filler disposed in the lead lumen with the filler defining recesses disposed along a portion of the 
filler adjacent the material defining the interior lumen, with the conductor disposed outside the 
material defining the interior lumen and the recesses [(col 2, In 1-9 & 33-66) & (Fig 2 & 3, 102, 
190-196 & 104-110)]. 

In regards to claim 55, Cross et al. discloses, the apparatus of claim 51 (Fig 1, 10), 
wherein the material defining the interior lumen comprises a coil [(col 2, In 33-66) & (Fig 3, 
104-110)]. 

In regards to claim 56, Cross et al. discloses, the apparatus of claim 55 (Fig 1, 10), 
wherein the coil is conductive [(col 2, In 33-66) & (Fig 3, 104-1 10)]. 

In regards to claim 57, Cross et al. discloses, the apparatus of claim 56 (Fig 1, 10), 
wherein the coil is electrically insulated by coil insulator [(col 2, In 33-66)-(col 3, In 1-9) & (Fig 
3, 104-1 10 & 112-118)]. Note the Examiner is interpreting the disclosed outer insulative sheath 
surrounding the conductors as performing the same task as the claimed electrically insulated coil 
insulator (Fig 3, 112-118). 

In regards to claim 58, Cross et al. discloses, the apparatus of claim 56 (Fig 1, 10), 
wherein the conductor is electrically insulated by conductor insulator (Fig 3, 104-1 10 & 112- 
118). 

In regards to claim 59, Cross et al. discloses, the apparatus of claim 51 (Fig 1, 10), 
wherein the lead body is biocompatible [(col 3, In 10-24) & (Fig 3, 100)]. Note that the 
disclosed materials of the outer tube, such as silicone rubber, is an example of a biocompatible 
material therefore providing the claimed biocompatible lead body (col 3, In 10-24). 
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In regards to claim 60, Cross et al. discloses, the apparatus of claim 51 (Fig 1, 10), 
wherein the filler comprises a C-shape (Fig 2, 102). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cross et al. (US 
5,935,159). 

Cross et al. shows all features of the instantly claimed invention as discussed above. 

Cross et al. fails to disclose an implantable medical lead comprised of a filler having a 
greater flexibility then the flexibility of a tubular lead body. 

However, Cross et al. does teach an invention relating to medical electrical leads 
comprising an outer, insulative tube and core extended through the disclosed outer tube, in which 
the Examiner is interpreting the core member as the claimed filler. Cross et al. teaches that the 
core may be extruded from a different plastic than the outer tube, such as being fabricated of 
polyurethane [(col 2, In 33-66), (col 3, In 10-50) & (Fig 3, 100 & 102)]. Note that it would have 
been well known to one of ordinary skill in the art to use a highly, more flexible polyurethane 
plastic, such as ETFE or PTFE, in order to construct the greater flexible filler as instantly 
claimed (col 3, In 10-24). 

Therefore, it would have been obvious to one of ordinary skill at the time of the invention 
to have incorporated in Cross et al. a filler having a greater flexibility then the flexibility of a 
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tubular lead body as is instantly claimed in order to provide predictable results pertaining to 
providing desired mechanical characteristics of a lead body in regards to the migration of the 
conductors through insulation due to repeated flexing of the lead body (col 3, In 10-50). 

5. Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cross et al. (US 
5,935,159). 

Cross et al. shows all features of the instantly claimed invention as discussed above. 

Cross et al. fails to disclose an implantable medical lead comprised of at least one 
conductor which includes insulation of the group including PTFE, ETFE and polyurethane. 

However, Cross et al. does teach an invention relating to medical leads comprising of 
multiple coiled conductors surrounded by an outer insulative sheath [(col 2, In 33-66)-(col 3, In 
1-9) & (Fig 3, 104-1 10 & 1 12-1 18)]. Note that it is well known to those of ordinary skill in the 
art that the disclosed outer insulative sheath may be fabricated fi-om insulated plastics such as the 
claimed materials. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have incorporated in Cross et al. the use of at least one conductor which 
includes insulation of the group including PTFE, ETFE and polyurethane as instantly claimed in 
order to provide predictable results pertaining to providing an overall diameter for the insulated 
conductors so that electrical stimulus which travels through the multiple conductors is effectively 
applied [(col 2, In 33-66)-(col 3, In 1-9) & (Fig 3, 104-110 & 112-118)]. 

6. Claims 49-50 & 53-54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cross etal. (US 5,935,159). 

Cross et al. shows all features of the instantly claimed invention as discussed above. 
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Cross et al. fails to disclose an implantable medical lead comprising a second filler 
disposed in a lead lumen wherein the second filler defines a plurality of recesses disposed along 
a portion of the second filler adjacent a coiled conductor. 

However, Cross et al. does teach an invention relating to medical leads fiirther including 
a lead comprising an outer insulative tube body with a core member consisting of four radially 
extending portions disposed within the disclosed outer insulative tube, in which the core member 
has multiple grooves that the conductors lay within (Fig 2 & 3, 100, 102, 180-186, 190-196 & 
104-1 10). Note that the Examiner is interpreting the disclosed core member and grooves as 
performing the same task as the filler defining a plurality of recesses disposed within as instantly 
claimed (Fig 2, 102). Note that it is well known to those of ordinary skill in the art to consider to 
divide the disclosed extending portions into two groups to form two separate core members 
disposed adjacent to one another, (i.e. Fig 2, 186/184 & 180/182) therefore providing a first and 
second filler as is instantly claimed (Fig 2, 102 & 180-186). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to have incorporated in Cross et al. the use of a second filler disposed in a lead lumen 
wherein the second filler defines a plurality of recesses disposed along a portion of the second 
filler adjacent a coiled conductor as is instantly claimed in order to provide predictable results 
pertaining to multiple circular cross-sections in which allows for insulated conductors having an 
outer diameter corresponding to the maximum width of the grooves (i.e. recesses) to be snapped 
into the grooves (col 2, In 33-51). 

7. Claims 26 & 48 are rejected under 35 U.S. C. 103(a) as being unpatentable over Cross et 
al. (US 5,935,159) in view of Dahl et al. (5,366,496) 
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Cross et al. shows all features of the instantly claimed invention as discussed above. 

Cross et al. fails to disclose an implantable medical lead comprising at least one coil 
conductor with an outer insulation surface contacting an outer insulation surface of a cabled 
conductor in which the cable conductor is disposed around the coiled conductor. 

Dahl et al. teaches a body implantable tissue stimulation device including an elongate, 
flexible electrically conductive lead further comprising a shunt cable conductor with a dielectric 
sheath surrounding a conductive core in which also includes a dielectric coating [(col 2, In 43- 
49), (col 8, In 18-27), (col 9, 36-51-64) & (Fig 6, 194, 200, 198 & 196)]. Note that it is well 
known in the art that the disclosed conductive core may be in the form of a coiled conductor as is 
instantly claimed (Fig 6, 198). 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
to have modified Cross et al. with the use of the shunt cable conductor surrounding a conductive 
core as taught by Dahl et al. in order to provide predictable results pertaining to providing a 
highly conductive and fatigue-resisting conductor assembly in which provides parallel 
electrically conductive paths for increased electrode conductivity (Dahl, col 3, In 29-32 & 51- 
64). 

Response to Arguments 

8. Applicant's arguments with respect to claims 1-3, 5-7, 21, 23-26 & 43-60 have been 
considered but are moot in view of the new ground(s) of rejection. See the above action 

9. Applicant's arguments, filed 12 May 2008, with respect to the § 1 12 rejections have been 
fiiUy considered and are persuasive. Therefore the above § 1 12 rejections have been withdrawn. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NICOLE F. L AVERT whose telephone number is (571)270- 
5040. The examiner can normally be reached on M-F 7:30-5 :00p.m. (alt. fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 

/Nicole F. LaVert/ 
Examiner, Art Unit 3762 


